One little-understood social determinant of health is religion. 1 Although 56% of all Americans consider religion very important in their lives, this percentage approaches 80% among African Americans. 2 Of all major racial and ethnic groups in the United States, African Americans are most likely to report a formal religious affiliation. Nearly 60% of Black adults are affiliated with historically Black Protestant churches. African Americans in the South are more likely than African Americans from other regions of the United States to belong to historically Black churches. The Black church is often among the most visible, respected and credible agencies in the African American community 3, 4 and is acknowledged as a critical partner in improving ethical engagement of African Americans in health research.
Research has demonstrated that religious participation reduces mortality risks 5---14 and improves health status 6, 7 and quality of life for African Americans. 6,7, 15---17 As early as the 1920s, Black churches were involved in outreach programs to address the health needs of community members through the provision of free clinics. 18 Today, churches remain increasingly popular settings in which to conduct health research among African Americans. Scarce resources as well as conflicts between the historically Black church's role of worship and its role in providing HIV-related services initially hindered efforts to address HIV. 19 However, recently, faithbased HIV prevention research emphasizing abstinence among adolescents has emerged. 20 African American women are disproportionately affected by HIV. 21 Because African
American women constitute more than 60% of the congregation in historically Black churches, 2 22 which is often delivered in public health venues. P4 for Women was created as a faith-based adaptation of SISTA 23, 24 delivered at a historically Black church in the Atlanta, Georgia, metropolitan area.
METHODS
A large African American church, with whom the study investigators have maintained an ongoing relationship for more than 7 years, served as the study site. This church has a congregation of 25 000 members, 98% of whom are African American. A 10-member Church Advisory Board (CAB) was established, which included the Director of Pastoral Care Services, the Co-Directors of the Health Services Ministry, and the Director of the College and Singles Ministry as well as members of the Women's Ministry. The CAB members were given the authority to modify the study to avoid risks to participants, risks to nonparticipating members of the church, as well as risks that could be perceived as undermining the Objectives. We assessed the effectiveness of P4 for Women, a faith-based HIV intervention.
Methods. We used a 2-arm comparative effectiveness trial involving 134 African American women aged 18 to 34 years to compare the effectiveness of the Centers for Disease Control and Prevention-defined evidence-based Sisters Informing Sisters about Topics on AIDS (SISTA) HIV intervention with P4 for Women, an adapted faith-based version of SISTA. Participants were recruited from a large black church in Atlanta, Georgia, and completed assessments at baseline and follow-up.
Results. Both SISTA and P4 for Women had statistically significant effects on this study's primary outcome-consistent condom use in the past 90 days-as well as other sexual behaviors. However, P4 for Women also had statistically significant effects on the number of weeks women were abstinent, on all psychosocial mediators, and most noteworthy, on all measures of religious social capital. Results were achieved by enhancing structural social capital through ministry participation, religious values and norms, linking trust and by reducing negative religious coping. High intervention attendance may indicate the feasibility of conducting faith-based HIV prevention research for African American women.
Conclusions. P4 for Women enhanced abstinence and safer sex practices as well as religious social capital, and was more acceptable than SISTA. Such efforts may assist faith leaders in responding to the HIV epidemic in African American women. (Am J Public Health. 2013;103:2226-2233. doi:10.2105/AJPH. 2013.301386) church's moral beliefs. CAB members were involved in selecting recruitment sources and disseminating recruitment materials. Recruitment sources included pulpit and video announcements, advertisements on the church Web site, on-site study recruiters, posters distributed at church conferences (i.e., women's conferences), and word of mouth. Aside from the CAB members and Emory University study staff, nobody at the church was aware of the study eligibility criteria.
From January 2010 through August 2011, recruiters screened a convenience sample of 517 women from the faith-based institution. Of these, 161 (31.1%) met the study eligibility criteria of being an African American woman aged 18 to 34 years, reporting unprotected vaginal intercourse with a male partner during the past 180 days, being unmarried and not living with a male sexual partner, not being pregnant or planning pregnancy, attending church services at a Black church, and providing written informed consent (Figure 1 ). Of the 161 eligible women, 134 (83.2%) consented to participate and were randomized to study conditions. At each visit, participants received a $50 monetary incentive for completing assessments and to compensate them for time.
Design
A 2-arm comparative effectiveness trial 25 compared the relative effectiveness of the adapted faith-based HIV intervention, P4 for Women, with the original SISTA HIV intervention. Participants were randomly assigned, using a random-numbers table, to receive either the two 3-hour SISTA HIV intervention sessions or the two 3-hour P4 for Women sessions. The CAB also believed that providing HIV testing to all women was critical; thus, HIV testing was provided to all participants.
Theory
P4 for Women sought to enhance religious social capital to improve HIV prevention outcomes for women. Stark and Finke conceptualized religious capital as the degree of mastery of, and attachment to, a particular religious culture. 26 Other The act of communing to worship is an important form of social capital in Black churches. Moreover, compared with White and African American adults, African American women are among the most religious group, and they rely on God the most during crises. 27 Faith-based public health initiatives designed to enhance religious social capital may have their greatest impact on African American women residing in lower resource communities. Thus, the current study sought to develop a faith-based HIV-prevention intervention utilizing religious social capital to foster acceptable behaviors such as abstinence 28 and other safer sex practices. 29 
Intervention Methods
Initial intervention efforts occurred at the institutional level and included forming the CAB, and collaborating with the church leadership to obtain their support for integrating P4 for Women into existing church venues. 30 Facilitating the CAB's decision for this integration was SISTA's established efficacy with sexually active African American women (SISTA is a tier 1, CDC-defined, evidence-based 
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HIV intervention), its successful dissemination across the United States, and the CAB's commitment to prioritize HIV among women as an issue within their faith institution. Subsequently, based on the CAB's recommendations, adaptations were made to the SISTA intervention to enhance its relevance for faith institutions and create P4 for Women. 23, 24 Key adaptations included having a greater focus on sexual abstinence and religious social capital (Table 1 ). In both study conditions, the CAB eliminated condom demonstrations and proactive condom distribution efforts; so, although condom-related activities were present in the original SISTA intervention, condoms were not accepted in the church. Furthermore, while 2 African American females cofacilitated the interventions, at least 1 of the facilitators in P4 for Women was a member of the church where the intervention was implemented. Facilitators from the church received extensive training by study staff to enhance the church's role as a research partner.
Dissemination and Data Collection
After the research funding expired, Emory staff held a 3-day training to facilitate dissemination of P4 for Women results with 28 key leaders from faith communities across Atlanta who had been identified by the CAB. The dissemination focused on presenting results in a way that would not implicate the church as a whole but rather to the subgroup of women who were eligible, so as to eliminate any social harm to nonparticipants as well as protect the identity of study participants.
Baseline surveys were administered immediately prior to random assignment; each assessment lasted approximately 45 minutes. Data to assess study efficacy were collected at baseline and at 3-and 6-month postintervention follow-up visits, using audio computerassisted self-interviewing (ACASI). Data collectors were blinded to the women's study condition.
Outcomes
Consistent condom use was selected as the primary outcome for the study because of its demonstrated effectiveness for reducing sexually transmitted HIV infections. 29 Consistent condom use was defined as self-reported condom use during every episode of vaginal intercourse in the 90 days prior to the 3-and 6-month follow-up visits.
Other behavioral outcomes included proportion of participants who reported never using condoms, condom use at last vaginal intercourse, and proportion of condom-protected vaginal sex acts. The ACASI also assessed whether participants remained abstinent since the last assessment (3 months ago), and if so, the length of time participants had been abstinent from vaginal intercourse.
Psychosocial constructs were assessed, including HIV knowledge, which was measured using a 9-item scale, with higher scores indicating greater knowledge about HIV. 31 Perceived barriers to condom use were measured with an 8-item scale that assessed attitudes which can impede participants' ability to effectively use condoms, 32 with higher scores indicating more perceived barriers (a = 0.85). Participants' self-efficacy for negotiating safe sex with their male partners was measured using a 7-item scale (a = 0.84), with higher scores indicating greater comfort level with negotiating safer sex options. 33 Condom use self-efficacy was measured by applying a 9-item scale that assessed participants' confidence in their ability to properly use condoms, with higher scores indicating greater selfefficacy (a = 0.90). 34 
Religious Social Capital
Four domains captured the assessment of religious social capital. 1 Structural social capital (a = 0.85) was assessed by 6 items and tapped into participants' level of religious engagement with their faith institution. Religious engagement was represented by the number of ministries (out of a total of 6) women were engaged with at the church. Participants were asked how often they participated in services offered by the Women's ministry (i.e., women's conferences, women-only services); the Health ministry (i.e., health fairs); the Counseling ministry We also assessed structural social capital by asking participants how active they consider themselves in their church.
We
Linking trust refers to the level of trust participants have with their religious leaders. Linking trust was assessed by asking participants, "In times of need, how often do you talk with a religious or spiritual leader at church?"
Religious coping was assessed using the 14-item Religious Coping (RCOPE) scale. 35 RCOPE includes a positive religious coping (PRC) subscale and a negative religious coping (NRC) subscale. PRC (a = 0.87) taps into having a secure relationship with a caring God, and the NRC (a = 0.88) is characterized by signs of spiritual tension, conflict and struggle with God and others.
Analysis
We performed analyses only on prespecified hypotheses using an intention-to-treat protocol in which participants were analyzed in their original assigned treatment conditions irrespective of the number of treatment sessions attended. 36 To determine the differences between study conditions, we used the t-test for continuous variables and v 2 analysis for categorical variables. 37 The study had 78% power to detect a medium-effect size and a 2-sided type I error rate of 5%. 38 Sociodemographic or partner characteristics that approached significance (P £ .1) were included as covariates. The effects of SISTA and P4 for Women were assessed for the entire 6-month period. We used the t-test and v 2 analysis to assess unadjusted differences in means and proportions, respectively, between the baseline and 6-month follow-up for each condition. To obtain adjusted mean differences or odds ratios over the 6-month period, we constructed linear and logistic generalized estimating equation (GEE) regression models to control for repeated within-subject measurements. Each model included sociodemographic variables as covariates 39 as well as 2 dummy variables representing an interaction between treatment and time period. Fitted GEE parameters can be interpreted as adjusted odds ratios in logistic models and adjusted mean differences in linear models. We used noninferiority testing as our intention was not to prove that we had developed a treatment superior to the well-established SISTA program, but that P4 for Women was not inferior to SISTA. To assess whether the effects of P4 for Women were noninferior to the effects of SISTA, following each GEE, we performed a one-sample t-test to test a nullhypothesis that the lower bound of 95% confidence interval (CI) around the difference between the effects of P4 for Women and SISTA lies below the preselected margin. 40 Rejecting the null hypothesis means that the effects of P4 for Women are noninferior to SISTA. We set the margin at 20% of standard errors for adjusted mean differences or adjusted odds ratios for a SISTA small standardized effect.
RESULTS
Of the 134 randomized participants, 65 (49%) were assigned to P4 for Women and 69 (51%) were assigned to SISTA. Differences between participants in the study conditions on sociodemographic, behavioral, psychosocial, and religious variables were assessed at baseline. With the exception of condom-use self-efficacy, these analyses suggest that both interventions were comparable in terms of participants' characteristics. On average, women in our sample were 24.57 years old (SD = 4.09), and 49.3% (n = 66) received public assistance. In the 6 months prior to the study, women had a mean of 2.9 sexual partners (SD = 5.33), and at baseline, 61.2% (n = 82) of women had a main sexual partner, 78.4% (n = 105) of women reported not using a condom during their last sex act, and 29.1% (n = 39) reported no condom use in the 6 months prior to the study. Finally, 73% (n = 98) of participants were Baptist, 77.6% (n = 104) paid tithes and 41% (n = 55) were involved in church ministries.
Of the 134 participants enrolled at baseline, P4 for Women and SISTA retained, respectively, 60 (92%) and 57 (83%) of participants at 3-month follow-up. At 6-month follow-up, 62 (95%) were retained in P4 for Women and 56 (81%) in SISTA. Those women who were lost to follow-up did not show any statistically significant differences in their demographic characteristics. Also, there were no statistically significant differences in loss to follow-up among the 2 study conditions (P = .067).
The adjusted results in Table 2 show that, over the 6-month follow-up period, as compared with baseline, participants in P4 for Women were 3.6 times as likely to report using condoms consistently during the past 90 days (P = .004), 2.3 times as likely to report using a condom at last sex act (P = .003), and 2.4 times as likely to report being abstinent for more than 30 days (P < .001). Moreover, the tests of noninferiority suggest that the effects of P4 for Women on the above outcomes were not inferior to the effects of SISTA. Thus, the noninferiority test for condom use at last sex showed that we can reject the null-hypothesis that lower bound of 95% CI (---0.75, 0.41) for treatment difference between P4 for Women and SISTA lies below the noninferiority margin of -1.20 (P < .001), which leads to the conclusion of noninferiority.
Over 6-month follow-up assessment, as compared with baseline, participants in SISTA reported increased mean percent condom use during the past 90 days (mean difference = 16.34; P = .001) and decreased mean number of current male partners (mean difference = -0.62; P = .044; Tables 2 and  3 ). However, participants in P4 for Women were 45% less likely to report never using condoms in the past 30 days during the 6-month follow-up than at baseline (adjusted odds ratio = 0.55; P = .039); they also showed an increase in the mean number of weeks abstinent (mean difference = 7.37; P = .002).
Over the 6-month period, participants in P4 for Women showed a significant increase in their condom-negotiation self-efficacy score (mean difference = 2.36; P < .001) and condom-use self-efficacy (mean difference = 3.87; P < .001), and a significant decrease in perceived condom use barriers score (mean difference = -1.67; P < .001; Table 3 ). Furthermore, the test for noninferiority indicates that the benefits enjoyed by persons in the P4 for Women were not inferior to the benefits enjoyed by persons in SISTA.
The adjusted results show that P4 for Women participants had significant increases from baseline over the 6-month study period on overall level of activity in the church (mean difference = 0.31; P = .002; Table 3 ). Out of measures of religious values and norms, both interventions had statistically significant effects on influence of faith on condom use, but only P4 for Women showed an increase over the follow-up period in faith influence on frequency of fasting (mean difference = 0.19; P = .012). Neither intervention had statistically significant effects on positive religious coping; however, both SISTA and P4 for Women significantly reduced negative religious coping over the 6-month period as compared with baseline, with adjusted mean differences in scores of, respectively, ---1.35 (P = .002) and ---1.13 (P = .021). Lastly, only P4 for Women had a statistically significant positive effect on the linking trust construct, namely increased frequency of communication with a religious leader. Importantly, the tests for noninferiority indicated that for all religious variables considered, the effects of P4 for Women were not inferior to the effects of SISTA.
DISCUSSION
Our study highlights how a faith-based intervention designed to enhance a prosocial determinant of health, religious social capital, can reduce African American women's risk of HIV. This successful adaptation represents the first faith-based adaptation of SISTA. Numerous scientists have called upon the need for a faith-based HIV intervention for African American women. 41---44 Both SISTA and P4 for
Women had statistically significant effects on this study's primary outcome-consistent condom use in the past 90 days-as well as other sexual behaviors. However, P4 for Women also had statistically significant effects on the number of weeks women were abstinent, on all psychosocial mediators, and most noteworthy, on all measures of religious social capital. Observed results were achieved by enhancing structural social capital through ministry participation, religious values and norms, linking trust and by reducing negative religious coping. Moreover, the greater compatibility of P4 for Women with participants' religious values may have resulted in there being more P4 for Women participants available at both the 3-and 6-month follow-ups than SISTA participants. Additionally, high intervention attendance may be indicative of the feasibility of conducting faith-based HIV prevention research for African American women. Compared with traditional HIV prevention efforts for African American women, which are often delivered in clinical venues, faith-based HIV-prevention interventions may be more appropriate because African American women at risk for HIV often attend and engage in faith-based services. Furthermore, unlike SISTA participants, investment in religious social capital among P4 for Women participants may have reduced their perception of their neighborhood as violent. The creation of a CAB that assisted in the fair selection of participants, reviewed informed consent protocols, assisted in creating P4 for Women and dissemination efforts, and facilitated minimizing risks associated with the implementation of an HIV-prevention study within a faith-based setting. 30 
Limitations
Limitations include small sample size and a relatively short follow-up period. While ACASI was used to enhance reliability of selfreports, another limitation is that participants' responses regarding abstinence may have been influenced by social desirability, given the strong cultural value that faith institutions place on abstinence. Moreover, the study results may not be generalizable to unmarried women living with a male partner. Owing to the substantial variation among churches in their role, their structure in implementing religious doctrines, and in individual agency, the results are not applicable to all Black churches. Future trials should be conducted with African American women seeking worship at Baptist Churches of different sizes and in different geographical regions, and with Black churches representing other denominations. The study has numerous strengths which include collaboration of a university with a faith-based institution to develop a comparative effectiveness trial evaluating the impact of a structural level HIV intervention on a social determinant of health, religious social class, as well as abstinence and other safer sex practices.
Conclusions
Given the Black church's historical involvement in advocacy for African Americans, the 
